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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1.17(e), was filed in this application after final rejection. 
Since this application is eligible for continued examination under 37 CFR 1.114, 
and the fee set forth in 37 CFR 1.17(e) has been timely paid, the finality of the 
previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on 2/22/2008 has been entered. Claims 15, 16, 18- 
19, 21-24, 26-28, 31-32, 39-40, 42-43 have been amended. Claims 1-46 are 
pending. Claims 1-14 are withdrawn from consideration as being drawn to a 
non-elected invention. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

3. Claims15-18, 23-29, 32-34 and 39-45 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Berg et al (WO 02/18635, March 2002). Regarding 
claims 15 and 32, Berg et al teach a method for verifying the efficiency of sample 
preparation of test sample nucleic acids and the performance of nucleic acid 
amplification and detection practiced on a test sample after its preparation, said 
method comprising: providing a an internal control reagent comprising non-viable 
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viral particles, said internal control reagent having at least one internal control 
(IC) nucleic acid sequence therein, wherein said internal control reagent is an 
internal control for the release, amplification and detection of a nucleic acid from 
said test sample; (ii) adding said internal control reagent into said test sample; 
(iii) submitting said test sample with said added internal control reagent to a 
sample preparation procedure in order to release, both said nucleic acid from 
said test sample and said IC nucleic acid target sequence from said internal 
control reagent added reagent ; and (iv) submitting a product from said sample 
preparation procedure to amplification and detection for the amplification and 
detection of both said IC nucleic acid target sequence and said nucleic acid of 
the test sample nucleic acids, wherein detection of said IC nucleic acid target 
sequence is indicative of both efficient sample preparation and performance of 
nucleic acid amplification (page 4-9, lines 1-19; lines 10, lines 6-21 and 31-37). 
Berg et al teach that the non-viable particles include those which are capable of 
being propagated, e.g., virus particles or other pathogenic organisms, but which 
have been altered in such a way that replication and/or propagation of the 
particles are no longer possible. Berg et al additionally teach that another 
important feature of the "non-viable particles" which encapsulate, entrap, or 
embed the IC nucleic acid is that the structure of the particles will lyse, collapse, 
leak, i.e., generally be disrupted, under the same conditions which will "disrupt" 
the target entity e.g., cells or viruses which contain the target nucleic acid which 
is being analyzed (see pages 18 and 19). Berg et al teach that the sample may 
be derived from cultured cells, bacteria or viral particles (in vitro source) or from 
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human, plant or animal sources {in vivo sources) (page 31). Berg et al further 
teach that the target nucleic acid include cells, derived from multicellular 
organism or unicellular organisms as well as viruses and bacteriophages (page 
19, lines 33-36). 

Regarding claims 16, Berg et al teach further comprising (v) comparing 
the amplification and/or detection performed in iv) to the amplification and 
detection performed with a control reaction to evaluate the efficiency of the 
sample preparation and the performance of the nucleic acid amplification and 
detection practiced on said test sample and reagent (page 37, lines 10-29). 

Regarding claims 17 and 33, Berg et al teach wherein said sample 
preparation procedure comprises purifying cells and non-viable viral particles 
prior to lysis (page 35, lines 1-3). 

Regarding claims 18 and 34, Berg et al teach wherein said cells are 
selected from bacteria (see Examples at pages 41-50, e.g., Example 2 which 
teaches Chlamydia trachomatis). 

Regarding claims 23-24 and 39-40, Berg et al teach wherein said IC target 
nucleic acid target sequence is on such as a plasmid (page 4, lines 3-4). 

Regarding claims 25 and 41, Berg et al teach wherein said nucleic acid 
amplification method is PCR (page 8, line 35 to page 9, line 1-4). 

Regarding claims 26 and 42, Berg et al teach wherein said IC target 
nucleic acid target sequence is nucleic acid sequence of clinical, environmental, 
alimentary or human origin (page 31, lines 31-37 to page 32, lines 1-16). 
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Regarding claims 27 and 43, Berg et al teach wherein said IC target 
nucleic acid target sequence is a nucleic acid sequence of microbial origin (see 
Examples). 

Regarding claims 28-29 and 44-45, Berg et al teach wherein the said test 
sample is a sample of clinical origin and wherein said test sample comprises a 
vaginal swab (see page Examples and see also pages 31 and 32). Therefore, 
Berg et al meet the limitations of the claims recited above. 

Claim Rejections - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

5. This application currently names joint inventors. In considering 
patentability of the claims under 35 U.S.C. 103(a), the examiner presumes that 
the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 
and invention dates of each claim that was not commonly owned at the time a 
later invention was made in order for the examiner to consider the applicability of 
35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 
U.S.C. 103(a). 
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6. Claims 19-21, 31, 35-37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Berg et al as previously applied above in view of Ke et al 
(citation made of record in prior Office action) and Kruske et al (citation made of 
record in the prior Office action). 

Berg et al teach a teach a method for verifying the efficiency of sample 
preparations of test sample nucleic acids by providing an internal control reagent, 
adding the internal control reagent into said test sample, submitting said test 
sample with said added internal control reagent to a sample preparation 
procedure in order to release both said nucleic acid from said test sample and 
said IC nucleic acid target sequence from said internal control reagent and 
submitting a product from said sample preparation procedure to amplification and 
detection of both said IC nucleic acid and target sequence. Berg et al 
additionally teach wherein said internal control reagent comprises cells from a 
bacterial origin. 

With regards to claims 19-21, 31 and 35-38, Berg et al do not teach 
wherein said cells are E. coli cells or Bacillus globigii spores. However, the 
desired selection of cells for use in the method is based on conventional nucleic 
acid manipulation of reagents and methodologies, as well as well as routine 
optimization of reaction components, concentrations, and parameters. Clearly 
such conventional and trivial modification and optimizations do not contribute 
towards patentability. For example, Ke et al teach a method of providing an 
internal control reagent for verification of reaction conditions, wherein said 
internal control reagent comprises cells derived from E. coli (page 325, col. 2, 
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"construction of the internal control" and Table 1). Ke also teaches wherein the 
internal control reagent comprises cells derived from bacterial spores such as 
bacillus anthracis (Table 1). Kruske et al teach a method similar to that of Ke et 
al wherein an internal control reagent is provided, said internal control reagent 
comprises cells derived from Bacillus globigii endospores, said cells isolated from 
an environmental sample (page 2463 and 2471). Thus, one of ordinary skill in 
the art would have been motivated to modify the primary references in the 
manner of the claims to achieve the expected benefits, optimizations an/or 
expanded applications. It would have been prima facie obvious to one of 
ordinary skill in the art at the time of the invention to carry out the claimed 
methods using different cell types isolated from different sources. 
7. Claims 30 and 46 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Berg et al s previously applied above in view of Picard et al and Bergeron 
(citation made of record in prior office action). Regarding claims 30 and 46, Berg 
et al teach a teach a method for verifying the efficiency of sample preparations of 
test sample nucleic acids by providing an internal control reagent, adding the 
internal control reagent into said test sample, submitting said test sample with 
said added internal control reagent to a sample preparation procedure in order to 
release both said nucleic acid from said test sample and said IC nucleic acid 
target sequence from said internal control reagent and submitting a product from 
said sample preparation procedure to amplification and detection of both said IC 
nucleic acid and target sequence. Berg et al additionally teach wherein said 
internal control reagent comprises cells from a bacterial origin. 
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Berg et al do not teach wherein the sample preparation procedure 
comprises steps of nucleic acid extraction and elimination, neutralization and 
inactivation of nucleic acid testing (NAT) inhibitors. 

Picard et al and Bergeron teach a method comprising providing a reagent 
comprising a cell comprising bacterial cells comprising at least one nucleic acid 
sequence serving as an internal control target sample preparation; adding said 
internal control into said test sample, submitting a released, nucleic acid to 
amplification or detection and further comparing the amplification and/or 
detection with control reactions to evaluate the efficiency of the preparation (see 
section 2.2 and 2.5-2.5.3.). 

Picard and Bergeron further teach wherein the sample preparation 
comprises concentrating and purifying cells or viral particles, lysis of cells, nucleic 
acid extraction, inactivation, elimination or neutralization of NAT inhibitors and 
nucleic acid concentration or purification (see section 2.2. and 2.5 to 2.5.2). 
Picard and Bergeron teach that the above steps provide optimum results in 
sample preparation versus prior methods for preparing a nucleic acid sample 
from a microbial cell (section 2.2). Picard and Bergeron teaches that internal 
controls are important and that they are integrated into the NAT assay to verify 
the efficiency of each amplification and/or detection reaction (see 2.5.2 and 
section 3, "Conclusion and perspectives"). 

One of ordinary skill in the art at the time of the claimed invention would 
have been motivated to incorporate steps of preparing a sample as taught by 
Picard and Bergeron wherein a NAT assay is used for verifying the efficiency of 
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an amplification and/or detection reaction as taught by Berg et al for the benefit 
of obtaining optimum results when preparing a nucleic acid sample from a 
microbial cell a suggested by Picard and Bergeron. The instant invention is 
prima facie obvious over the combined teachings of Berg et al in view of Picard 
and Bergeron. 

Conclusion 

8. No claims are allowed. Any inquiry concerning this communication or 
earlier communications from the examiner should be directed to CYNTHIA B. 
WILDER whose telephone number is (571)272-0791. The examiner can 
normally be reached on a flexible schedule. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Gary Benzion can be reached on (571) 272-0782. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

/Cynthia B. Wilder/ 
Patent Examiner 
Art Unit 1637 
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